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Judy Sparrow — Office of the National Coordinator — Executive Director

Thank you very much. Good morning, everybody, and welcome to the 13" meeting of the HIT Policy
Committee. This is a federal advisory committee. It's being conducted in public, and there will be
opportunity at the close of the meeting for the public to make comment here in the room or on the
telephone or via the computer. And the summery of the meeting will be posted on the ONC Web site.
Just a reminder for committee members to please identify yourselves for attribution when speaking, and |
will go around the room now and have you introduce yourselves starting on my left with Tony Trenkle.

Tony Trenkle — CMS — Director of OESS
| am Tony Trenkle from the Centers for Medicare and Medicaid Services.

Scott White — 1199 SEIU — Assistant Director & Technology Project Director
Good morning. Scott White, 1199 SEIU.

Marc Probst — Intermountain Healthcare — CIO
Marc Probst with Intermountain Healthcare.

Charles Kennedy — WellPoint — VP for Health IT
Charles Kennedy, WellPoint.

Gayle Harrell — Florida — Former State Legislator
Gayle Harrell, former state representative from Florida.

David Bates - Brigham and Women'’s Hospital - Chief, Div. Internal Medicine
David Bates, Brigham Women’s Hospital and Partners Healthcare.

Paul Tang - Palo Alto Medical Foundation - Internist, VP & CMIO
Paul Tang, Palo Alto Medical Foundation.

Art Davidson - Public Health Informatics at Denver Public Health — Director
Art Davidson, Denver Public Health ....

Paul Egerman — eScription — CEO
Paul Egerman, software entrepreneur.

Adam Clark — Lance Armstrong Foundation — Director for Health Policy
Adam Clark, LiveStrong.

Judy Faulkner — Epic Systems — Founder
Judy Faulkner, Epic.

Stephen Ondra — NeHC — Senior Policy Advisor
Steve Ondra, Department of Veterans Affairs.




Judy Sparrow — Office of the National Coordinator — Executive Director
| believe we have a number of committee members on the telephone. Rick Chapman, are you there?

Rick Chapman — Kindred Healthcare — Chief Administrative Officer/CIO/EVP
Yes, | am.

Judy Sparrow — Office of the National Coordinator — Executive Director
Jim Borland?

Jim Borland — SSA — Special Advisor for Health IT, Office of the Commissioner
Yes, Judy. I'm here. Thank you.

Judy Sparrow — Office of the National Coordinator — Executive Director
Deven McGraw?

Harley Geiger — Center for Democracy & Technology — Staff Counsel
Deven’s flight to D.C. was cancelled last night. I'm Harley Geiger from CDC, and I'll be taking notes on
her behalf.

Judy Sparrow — Office of the National Coordinator — Executive Director
Thank you, Harley. Connie Delaney?

Connie Delaney — University of Minnesota School of Nursing — Dean
Present.

Judy Sparrow — Office of the National Coordinator — Executive Director
Thank you. Anyone else on the telephone line?

Neil Calman - Institute for Family Health - President & Cofounder
Yes, Neil Calman. I'm here.

Judy Sparrow — Office of the National Coordinator — Executive Director
Right, Neil. Sorry. Thank you, Neil. I'll turn it over now to Paul Tang.

Paul Tang - Palo Alto Medical Foundation - Internist, VP & CMIO

We’'ll give David a little chance to catch his breath here. Welcome, everyone, and we have a packed
agenda, but we’re doing a little time shifting because there are a number of members who have to leave
early. Let me go over the revised agenda, and see if that will work for everybody. We’re going to start
out with, as soon as | get done here, then David Blumenthal will give his opening remarks.

We’'ll then go into a discussion of NHIN, both NHIN Direct, sort of the starter set for health information
exchange and the NHIN, and then be introduced to NHIN governance discussion that Mary Jo Deering
will conduct, and that’ll be from 10:30 to 11:30. Then George Hripcsak is going to talk about the
meaningful use workgroup hearing on disparities. He’ll give us an update on that at 11:30.

Then at 11:45, Paul Egerman will discuss, in Deven’s absence because her flight was cancelled, will
discuss the privacy and security tiger team, which | used to think was a fast animal. | just got from an
African safari and met up with some cheetahs who can go 60 miles and hour, so | think we might need to
invent the cheetahs later on if necessary. That'll be a discussion for an hour until 12:45 when we’ll break



for lunch until 1:15 when Aneesh Chopra will talk to us about the enroliment workgroup that’s new and
that started up at our last meeting.

Then Steve Posnack and Carol Bean will talk to us about the newly released temporary certification rule,
and we’ll close, we’ll start the public comments approximately at 2:00 p.m., so we’ll finish by no later than
2:30 anyway. That’s the revised schedule to try to accommodate various people’s travel schedules. Any
issues with that? Great. Thanks. One more piece of business: You all received the minutes from the
last meeting, and I'll entertain any motions for approval or comments.

w
Move approval.

Paul Tang - Palo Alto Medical Foundation - Internist, VP & CMIO
Second?

M
Second.

Paul Tang - Palo Alto Medical Foundation - Internist, VP & CMIO
All in favor?

w
Aye.

M
Aye.
M
Aye.

Paul Tang - Palo Alto Medical Foundation - Internist, VP & CMIO
Any opposed, and any abstentions? I'll turn it back over to Dr. Blumenthal then for his opening remarks.

David Blumenthal — Department of HHS — National Coordinator for Health IT

Welcome. Sorry to be late. A lot of important material on the agenda today, and we’re sort of in a period
of winding up the first set of meaningful use standards and certification work, and then looking ahead to
the next phase of the same. But in the meantime, we have all kinds of continuing issues that we need to
pay attention to, the continuing work on privacy and security, the preparation for a possible rule on
governance of the NHIN, which we were tasked by the Congress with thinking about, and then continuing
to work on the substrate for interoperability in our health system through the National Health Information
Network and its standards and policies and implementation specifications.

There’s no end to the specific issues that we need your help with and grateful that you continue to come
into these meetings and give us your opinions as generously as you do. | think the most important for a
Friday meeting is to get to the agenda as quickly as possible, so I'm going to keep my comments short
and turn the microphone back to Paul and invite our first panelists who are patiently waiting in front of us,
Mary Jo Deering and Doug Fridsma.

Doug Fridsma — Arizona State — Assoc. Prof. Dept. Biomedical Informatics




Thank you, David. Everybody should have included in their packet a list of all the slides for today. There
are about 19 slides. I'm going to go through about six of them. We’re going to try to accelerate the
schedule, and that will give the other slides that are in the pack, we will use as reference materials, and
obviously if there are specific questions that come up, I'm happy to answer those as well.

As a matter of framing, | want to sort of think about standards and standards development and give this
particular committee some insight, at least at a high level because, as we think about governance, and as
we think about the coordination that's necessary, there are policy implications, and there are things that
we need your advice on. And so | want you to understand sort of the ecosystem in which we see the
standards being developed and then open it up for questions.

One of the things that we’ve been working on very hard within the Office of the National Coordinator is
trying to support the lifecycle of standards and interoperability. If we think about this, there are
meaningful use criteria that this committee will establish, and there will be, as a result of that, standards
that will be recognized by the standards committee and then implemented in technology and used for
certification criteria. But there’s a whole bunch of stuff that has to happen between the time that you have
a policy recommendation and that those standards are constructed. | think this committee understands
the policy work ahead of you with regard to meaningful use and the coordination that's necessary with the
standards committee and the work that goes on with the certification process. But | hope that at the end
of this sort of brief talk and going through some of the slides on your own, you’ll have a sense for some of
the things that have to happen in between and where there might be needs for us to be able to have
coordination, both within policy and within standards about how we do our work.

In setting up the standards and interoperability framework, one of the things that we’re really trying to do
is create more computational implementation specifications, and so an implementation specification is a
recipe. It tells people how to build software to do certain things. So if there are meaningful use criteria
that you guys have established, those have to be translated into recipes that people can sort of follow to
be able to meet that in the software that they develop. We can write those in big paragraphs, but it leaves
a lot of room for people to have interpretation.

One of the things that we're trying to do is to make it easier for folks to be able to actually achieve the
goals of meaningful use by having recipes that are reproducible and that, at the end of the day, produce
the same kind of cake, if you will, and that we don’t have lots of flavors that don’t necessarily work
together. We also want to be able to develop tools that increase the efficiency of our ability to develop
standards and implementation specifications, these recipes, and to do that, we have to have
computational ways of doing that. It's easier for us to manipulate things that are in models that
computers can understand than it is for us to have big paragraph descriptions of what goes on.

What we’re also trying to do in the standards and interoperability framework is to link the use cases or the
things that we have, the problems that we’re trying to solve with meaningful use policy objectives all the
way from the work that you guys are doing on the policy committee all the way through to the standards
that get adopted and the certification criteria. We want to make sure that there’s not a break in that chain
all the way through, and that we can have traceabilility that says we’ve got the technology with
certification criteria that traces all the way back to the goals and objectives of the policy committee. So
we want to keep that process tightly linked. We’re working very closely with NIST to make sure that
they’re involved in this process.

Again, if we have very, very specific requirements that come from policy and are translated into these
recipes, we can then develop tools for certification that will make it easier for companies and
organizations to certify against those criteria. So what we can do then is we develop testing for



compliance at the same time that we develop the standards and interoperability specifications, and that
allows us to sort of tightly link those things together. So at the end, we’re not testing against things that
are not representative of sort of the policy objectives of the committee.

Also, | think, as you know, there are a lot of different standards development organizations and different
standards that are needed to achieve the policy objectives. So to be able to send a clinical summary
record, we need to have standards from HL-7. We need standards from ICD-9. We need standards from
SNOMED. There’s a whole series of different standards that need to come together, and so we have to
have an ability to take all of those standards, integrate them into a package, and have that
implementation specification or recipe out there for people to use.

Part of what we’re trying to do is we want to make sure that we can use this interoperability framework to
address whatever kind of specification and standards that might come down the pike. And so if we think
about some of the NHIN Direct activities and, at the end of this presentation, I'm going to ask Arien, who
is on the phone, to speak a bit about the NHIN Direct project. But what we hope to be able to dois to
take things like NHIN Direct and interoperability framework, put those together, and provide focused
collaboration to achieve our objectives.

There’s a tension always with trying to create standards and interoperability specifications where you’'d
like to have somebody at the top say this is how you will do it, kind of a command and control, which is a
good way to get everybody to kind of march in line, but it's not a good way to drive innovation and to drive
a marketplace. At the other side, it's 1,000 flowers bloom. We let everybody sort of do what they think
they need to do to sort of achieve those objectives, but we complicate our life, and we make it harder for
us to get to that interoperability objective that we’'ve got.

So what we’re hoping to be able to do, and what we hope this interoperability framework will allow us to
do, is to do bottom up, innovative solutions to try to solve interoperability problems and to address some
of the policy directives that we get from this committee, but to do it within a framework that helps
coordinate among the different activities and the standards development efforts so that we do, at the end
of the day, all come out at the end with similar sets of standards, implementation specifications, and
goals. And we’ve been following a lot of the core principles that have come from the implementation
working group to try to make sure that we have transparency, engagement, rapid results. Don't try to boil
the ocean. Try to be able to be responsive to needs that are out there as well.

| have a whole series of slides, but I'm going to stop at this slide and then go to the end and just step
through the boxes that we have in this interoperability framework. One of the things that will happen is
that, | guess it's on my left side, depending on where you guys are, | guess it’s your left or right, but is that
we expect that the policy committee will come up with use cases that will say we would like for meaningful
use, for people to have the following ability, that they can do certain functions. That might be electronic
prescribing. It could be the exchange of this clinical summary record. But those kinds of
recommendations will come from the policy committee. We may have recommendations that will come
from other agencies that are working on high visibility projects such as VELOR or other activities. And
those things will come and be described as use cases and functional requirements.

That first step is taking the paragraph description of the goal that you want to accomplish and
decomposing it into the data that you need to do and the functions that you need to perform to be able to
accomplish that use case. So for example, electronic prescribing, we would have to then say we need to
have electronic prescription capabilities within an electronic health record, and there needs to be the
ability to transmit that or send that, so that’s a function that needs to be described. But there’s data as
well.



We need to be able to describe the electronic prescription. We need to be able to sort of populate that
with the important elements that we have. We may need to have some notion of acknowledgement.

There may be something that if | send it, | have to know that it has been properly received. And so part of
the use case development and functional requirements is taking that paragraph description and breaking
it down into its data that's required, if there are particular services or functions that are required, and then
if there are policy implications, again, having those sort of articulated as well. Those things will then go
into what we call a kind of harmonization of core concepts.

Now we are going to be using something called the NIEM framework, which is the National Information
Exchange Model. There are some slides that are in there. This is a process that we are going to adopt
that will help us whenever two use cases come in and they have the same thing like a patient. We want
to make sure that the patient that we describe for electronic prescribing has the same kind of data
elements and the same sort of functions that it needs to be participating in, as say a patient around a
clinical summary.

If we describe name or if we describe identifier or if we describe other attributes of that patient differently
across different use cases, it becomes hard for us to be able to have sort of a comprehensive view of the
standards that are out there. So we take those paragraph descriptions. We break them down into their
elements, the data that needs to be done and the activities we have to perform, and then we make sure
that those are harmonized, that we don’t have duplication, that we don’t have conflicts, and that we try to
make sure that all of those pieces can function together.

Once we'’ve done that, we can then describe an implementation specification. So if you think about those
core concepts as being ingredients, the implementation specifications takes those ingredients and
assembles them into a recipe. And the implementation specification will say here are the data elements
that you need to be able to do electronic prescribing. Here are the standards that you need, so you may
need to be using NCPDP as a transport mechanism. And you might need to be using a vocabulary that
maps to RxNorm as one of the terminologies that you would use. And it might describe something about
the functions. You need to be able to send that, and you need to be able to receive it and the like.

And so the implementation specifications are that recipe that then we can use to describe the functionality
that we need both for certification and if somebody wants to build that software. It's important that we
don’t do this in the abstract as well. | mean, there are many examples that we can point to of
implementation specifications created in committee meetings that all seem very good on paper, but the
devil is in the details when you get out there and try to build the software. And so as part of a quality
check for those implementation specifications, we need to do reference implementations.

We need to actually build it. We have to bake the cake, if you will. We have to have a test kitchen that
makes sure that the recipe is correct. And so we have work within this interoperability framework to take
those specifications, develop reference implementations, and then use that to demonstrate in kind of pilot
projects. And so that will give us both real world experience to make sure that those implementation
specifications are correct.

The final piece of this is certification and testing, and if we have reference implementations that can be
constructed, for example, to exchange electronic prescriptions, we can use those reference
implementations as one end of the interoperability connection so that NIST and others can develop tools
that say I’'m going to send an electronic prescription, and if it can be received correctly by our reference
implementation, there’s a good chance you’re following our standards or our recipe correctly. And



underlying all of this are going to be tools and services because, at the end of the day, this needs to be
something that is not, you know, I'm in the standards business, so | like to standardize the standards as
well. And so that means that we need tools and services that makes this possible for other people to be
able to develop their use cases that we can do it more efficiently because we don’t start with a blank
sheet of paper, but we have the ability to sort of pull down existing use cases and say what | need to do
for laboratory transmission reuses some of the services that are similar to what I'd have to do to send an
electronic prescription.

There’s sort of a transmission requirement with that. And that includes work with vocabulary browsers,
being able to set up value sets, which are the elements that will populate. A value set example would be
if you had problem lists, maybe there’s a shortened list of problem lists that we might need to develop that
will make it easier for implementation, and so we’re developing tools and services that | think will integrate
across this lifecycle.

The thing I think that | hope will happen is as we go from 2011 to 2013 to 2015, we’ll develop within this
interoperability framework the ability to have an ecosystem in which pilot demonstration projects will feed
back in to our use cases and say we need to extend this or change it or modify it. We’'ll get advice from
the policy committee here about use cases and things we should work on. And we can feed back and tell
you based on this process what was easy for us to implement and what was hard and what things worked
in the real world and what things didn’t based on those implementation specifications. But at the end of
the day, we want to have this ecosystem that will allow us to manage the lifecycle all the way from the
work that you're doing here on the committee around policies and objectives all the way down to what
gets implemented.

I’'m going to quickly skip all the way to the end. Everybody can look at all that other stuff. We've got a
whole bunch of artifacts that we will be developing. Next week, I'll be presenting to the standards
committee a much more detailed review of this process that is our concept of operations that we’ll talk
very specifically about the kinds of milestones and decision points that are needed throughout this that |
think we need to engage and let the standards committee sort of know how we might be working on that.

But | think the thing that’s important and the reason that | wanted to kind of give you this overview is one
of the first use cases that we are going to put through this interoperability framework is the NHIN Direct
project. And so what’s important is to recognize that NHIN Direct as a project, the activities, if you take a
look at what we’ve articulated in the standards and interoperability framework, we’re doing a lot of these
activities. We’ve got pilot demonstration projects out there that are trying to develop reference
implementation. They're trying to develop some of the implementation specifications as well. And we're
working very closely with the teams to make sure that those use cases and storyboards that are
happening on the NHIN Direct Web site are being translated into the concepts that we need within this
particular framework as our first pilot through because NHIN Direct, it’s critical, it's part of this larger
ecosystem, and part of sort of our goal of having a comprehensive and harmonized set of specifications
that can support interoperability.

| don’t know if Arien is on the phone. | have now the last slide up, which is the NHIN Direct example that
talks a little bit about the boxes that we have within the interoperability framework, how those things map
into the NHIN Direct activities, how they work within the S&I framework activities, and how the HIT Policy
Committee activities are also working together with them. With that, if Arien is on the phone, I'll turn it
over to him and have him step through the NHIN Direct example slide. Do we know if he’s on the phone?

M
He’s logged into the Web interface, but he may not be.



Doug Fridsma — Arizona State — Assoc. Prof. Dept. Biomedical Informatics

He may not be. Well, while you guys work that out, | will channel Arien and see if | can speak to his
slides that he developed. What we have across the top is the first letter of every month, and so we’ve got
June, July, August, September, October, November, December, and then going on from there. And so
this is sort of the timeframe of what we expect to be happening within the NHIN Direct project. In June
and July, they are going to be developing or sort of identifying those implementation specifications that
they would like to go forward with, and there are a number of different architectural and different
standards that they’re looking at with regard to this. There is, | think, the beginning of consensus about
which of those that they should follow through.

The three principal contenders are an SMTP or an e-mail based approach of exchanging information that
has security and encryption as an important part of the package. There is a SOAP based approach,
which is sort of — it stands for service-oriented architecture. It’'s very similar to what currently exists within
the NHIN software specifications and the work that’s going on with the Connect project. Then there’s also
one that’s called West, and that really is something that is based on Web-based interfaces and HTTP and
Web services and the like.

But those implementation specifications, as they sort of converge on the one set they want to explore, will
then develop some reference implementations and do some pilot testing for us. Again, trying to make
sure that we’ve tested out the implementation specifications before we lock them down or decide that this
is the way forward. In parallel to that, the team that we have within the ONC is taking those
implementation specifications and those use cases and translating them into these NIEM artifacts. So
translating them into the computational pictures that we need to be able to look at to be able to then use
the tools at our disposal to harmonize and to integrate the, and to come up with kind of a unified view of
how the standards and the interoperability requirements work together.

In parallel to that, and in kind of close collaboration, we have the policy committee and the tiger team on
policy that’s trying to take a look at privacy and security to make sure that they can, in parallel, evaluate
the specifications that are coming out of the NHIN Direct project and making sure that those are
consistent with the policies that we have within this particular tiger team. Then there’s also going to be a
specification and policy review. We anticipate having a joint team between policy and standards that will
then look at those specifications and, again, provide a way for us to review and examine those
specifications, making sure that they meet the policy objectives o this committee, and that they have the
kinds of standards that the standards committee would like to have within that.

We anticipate that come the first part of next year, the formal review, we will have had some
demonstration projects and things occurring. We'll have a more formal review at that point, and then |
think we will likely have the standards committee provider recommendation based on the standards that
are in those particular specifications and in the specifications as well using the criteria that the committee
comes up with, making sure that we don’t have conflicts and discontinuities between our interoperability
strategy. And then provide recommendations back to the office with regard to that. This gives you kind
of, | hope, a larger picture of the ecosystem so that when you folks come up with recommendations with
regard to policy, it sets in motion a whole series of other steps, and there will be the need for us to have
periodic feedback so that we can tell you how we’re doing and whether we’re doing a good job or whether
we’re running into challenges, and sort of have that collaboration, | think, which will be a critical piece.

Part of the reason that this is also important, and the reason to give you this picture of the larger
ecosystem is that we will have user communities out there that will use our specifications that come out of
this framework, and they will actually ban together to exchange information. One of those user



communities, one of the groups that are using NHIN specifications and the software that’s been
developed against that is the NHIN Exchange or the folks that are current NHIN participants that are
exchanging information. And so as we think about governance, and as we think more broadly about how
all these pieces need to fit together, it's important that we sort of understand all of the pieces that are
there. With that, I think I'm going to turn it over to Mary Jo, unless there are some specific questions
about this particular framework, and she can talk a little bit more about governance. So | don’t know if we
maybe have some questions first and then we can turn it over to Mary Jo with governance.

David Blumenthal — Department of HHS — National Coordinator for Health IT
Any questions of Doug?

Arien Malec — RelayHealth — VP, Product Management
Doug, this is Arien, if you can hear me.

Doug Fridsma — Arizona State — Assoc. Prof. Dept. Biomedical Informatics
Arien.

Arien Malec — RelayHealth — VP, Product Management

Yes. | apologize. We solved our technical issues, and | apologize for coming on late. Doug did a great
job. The only other thing that I'd like to say is that | really appreciate the work and the collaboration that
the policy committee and the tiger team have done with the project, and | think that the set of
recommendations that Paul and Deven have come out with will help advance the state of what it is that
we’re doing. That’s the only thing | wanted to add to Doug’s summary, but other than that, | thought it
was an excellent summary.

David Blumenthal — Department of HHS — National Coordinator for Health IT
Thank you, Arien. David Bates?

David Bates - Brigham and Women'’s Hospital - Chief, Div. Internal Medicine

Great summary, Doug. | agree that the reference implementations are really important, and you may not
have worked this out yet, but | wondered if you could say a little bit more about how you imagine that that
might be structured.

Doug Fridsma — Arizona State — Assoc. Prof. Dept. Biomedical Informatics

| think there are some short-term objectives, and | think there are some longer-term objectives as well. |
think, in the short term, we have a large amount of work that’s been done already in determining
specifications for interchange based on the NHIN gateway and adapter specifications. Those
specifications, that recipe has been baked into a cake called FHA Connect. And so one of our first tasks
is to make sure that the NHIN Connect application, that software, fully conforms to the specifications that
are out there. And when we have kind of loosely coupled systems, and we have specifications that may
give us optionality, sometimes we can have interpretation creep into how software is developed, and that
can get us into trouble with that.

And so one of the things that we need to do is to make sure that we go back and make sure that the
Connect project and the software that’s out there for those specifications match. | think, as new
specifications come in, particularly around things like NHIN Direct and the like, again, we will have folks
that have built those systems, and we will then want to make sure that we’ve got a reference
implementation that fully matches the specifications. It may be that you need other pieces and other
functions around that, to be able to make it function properly.



For example, you may embed some of the specifications within an electronic health record system. We
need to be able to at least pull that out and be able to describe that as a reference so that people have
the ability to look at the application, see how it functions, be able to see how it interacts with other
applications. We have some, through the ARRA funds that have come into the office, we’ll be able to
devote some resources to making sure existing software that’s out there that implements our
specifications can conform to what we would call a reference implementation. And that if there isn’t an
implementation out there then that we can sort of construct those or build those.

In large part, our goal isn’t to produce new software that will go off in production and will be sold or the
like. It's really a check. It's a check to make sure our specifications are correct and that we haven't
missed anything. So the focus of the reference implementation really is on making sure we have the
specifications right, as opposed to producing production level code that can go out there and
disseminated. We see that as a potential value-add that people can bring to the table, but that isn’t
necessarily the goal of the office is to produce that.

David Blumenthal — Department of HHS — National Coordinator for Health IT
Paul?

Paul Egerman — eScription — CEO

Thank you. Thank you very much, Doug. It's an excellent presentation. Thank you, Arien, for your
comments. But the process you’re going through, this entire testing and reference process is a great
process, and you made the comment, Doug, that certification is the final step in the process. | would just
make the observation for the industry, actually certification is the starting point. Fundamentally, when you
get to a point where the specs are finalized, the certification process is finalized, that’s the starting point,
and there’s a whole series of things that happen after that.

It takes vendors a long time. It takes them a year to program to and test their systems to the specs, and
then they’ve got to get certified, and then they’ve got to point these to their customers. So there’s a whole
multi-year cycle after that. To me, it's very important that your work be somehow coordinated with the
dates for the phase two certification process. My question for you is how are you coordinating all of these
reference testings so that we can get it all done in time to have the certification criteria there completed,
say, in the first quarter of 2011 and completed?

Doug Fridsma — Arizona State — Assoc. Prof. Dept. Biomedical Informatics

| think one of the things, and | welcome those comments. Clearly there are some getting consensus and
establishing the implementation specifications and testing them. It takes some time. One of our goals in
this process is that we should not wait to engage NIST in the certification, the folks that will be helping us
with sort of implementing the testing strategies for certification until the end. In fact, our goal in this
process is to engage at the time that we’re even constructing our implementation specifications, the folks
that are going to help us with the certification process.

Having NIST participate in making sure that our implementation specifications are clear and, quite frankly,
if we have those specifications concretely and explicitly described so that the recipes are pretty clear, that
means that NIST also has the ability to implement their testing strategies that are also going to be much
more concrete and clear. If we leave, if we don't, if we leave optionality or if we don’t fully specify
something, then it means that we have to test to a different sort of objective, and there may be some
things that we can’t test against at all. | will say this that we have had a very productive interaction with
NIST.



Having them involved early in the process and having them kind of review with us how we’ve taken policy
objectives, translated them into standards, and developed sort of more explicit sets of standards and
implementation specifications has been very valuable on both sides, both to make the certification criteria
much crisper, and also to sort of feedback and help us understand what’s possible, what’s easy, what’'s
hard. And | think we hope that this process will move this up the food chain. It may, it’s still going to take
us some time to do all of these other things, but we hope it will provide better quality at the end of the
result because we’ve developed our standards and implementation criteria with the explicit directive to
make sure that our reference implementations can be built and that the certification criteria can be tested.

Paul Egerman — eScription — CEO
Do you have a date or a goal as to when this will all be completed for NHIN Direct?

Doug Fridsma — Arizona State — Assoc. Prof. Dept. Biomedical Informatics

On the slide here, the hope is that NHIN Direct will be able to have the HIT Standards Committee review
the first part of January 2011. | don’t know, Arien, if you wanted to say anything more about the timelines
with regard to NHIN Direct and those specifications.

Arien Malec — RelayHealth — VP, Product Management

Yes, and | know that the policy committee at times has felt that we’d been going rather aggressively, but,
Paul, that’s exactly the reason that we're under the timeframes that we are. We're trying to create the
reference implementation and at least internal to the NHIN Direct project, the certification criteria so that
we can provide good lead-time for the vendors who serve the providers and hospitals in the country the
opportunity to build out the implementation, so | completely agree with your comments.

David Blumenthal — Department of HHS — National Coordinator for Health IT
Paul?

Paul Tang - Palo Alto Medical Foundation - Internist, VP & CMIO

Thanks, Doug, for a very clear and articulate elucidation of the process, the framework, some of the
objectives of the NHIN framework. My question surrounds the roles of the various groups, the various
entities, whether it's HIT policy, the HIT standards, and ONC itself. One of the statements | think you may
have looked at, you saw use cases coming out of the HIT Policy Committee. | don’t know that that's what
you intended because | didn’t think we were into the use cases.

| thought we were more into policies and outcomes oriented sort of objectives. That’s what we’re trying to
head towards with the meaningful use objectives for example. In your kitchen, are we the chef, or are we
the consumer who wants to consume the chocolate cake that we asked for, because | think that makes a
big difference in terms of how we see our roles. And so | think a lot of what you described are ONC
activities, but maybe you can correct me.

Doug Fridsma — Arizona State — Assoc. Prof. Dept. Biomedical Informatics

Sure, and | probably shouldn’t use food and kitchen analogies given that we’re accelerated that and
shortened lunch today, but | think you’re right, and | probably have misspoke a little bit. | think what I'm
trying to emphasize is that this framework is meant to solve problems. It's meant to solve the kinds of
policy objectives and the directives that we get from this committee.

| don’t expect fully flushed out use cases to come out of this committee. And in fact, if the committee
says we will have quality metrics that we want to measure, and we have certain behaviors that we want to
see out there with providers that satisfy meaningful use. We will need to take that and flush that out a
little bit more so that we can say, given what that objective is, what are the behaviors that we’d like to see



with the providers. What kinds of functions then from those behaviors need to be supported by the
technology, and what'’s the kind of data that needs to be exchanged to support those functions?

That will be work that we will have to do within this framework. Many of the things that have happened in
the past, you know, the idea of community engagement and making sure that we get other folks that can
participate, similar to what has happened with HITSP and other things, there’s a place in here for those
kinds of activities. But | wanted to make it clear that we’re not coming up with these use cases on our
own.

We’re not doing them in sort of an abstract, high, in an abstract sort of grand vision way. What we're
doing is we’re taking the objectives that we get from the policy committee or the objective that we may get
from other organizations like ... projects or others that want to be able to participate in this ecosystem.
And we want to solve those problems. And so, we need to be able to take those directives and go
through that process.

It's not so much that you guys are going to be doing all that work. That'’s stuff that we will be doing within
the ONC. But the directives will come from the policy.

David Blumenthal — Department of HHS — National Coordinator for Health IT
Yes, Gayle?

Gayle Harrell — Florida — Former State Legislator

Thank you. Just one very quick observation, and | want to thank Paul for your question, Paul Egerman,
because | think he brought out something that’s very critical, and I'm very concerned about timeframes
here and going through the — when you look at the timeline you’ve put up there, it's daunting when | look
at what you have to accomplish and what we have to accomplish on the tiger team in order to make all
this happen. | have a very difficult time thinking how we’re going to do this and get products out to
people, providers who are going to use and eat that cake.

| just, I'm very concerned at the quality of the cake that’s going to come out of that oven when the
provider has to use it. When you look at the timeframes, if people are going to start purchasing systems
in 2010 actually, hospitals can actually start meeting meaningful use in October 2010, that’s, you know,
you’re not even starting to get things out there by the time people are going to be purchasing systems.
How is this all going to integrate in, and what’s the impact and affect on someone who wants to come out,
be an early adopter, get out there and start using a product?

Doug Fridsma — Arizona State — Assoc. Prof. Dept. Biomedical Informatics

| agree with you. We don’t want anything half-baked. But | think one of the things that is important to
recognize is that in many ways the things that we have for 2011 right now will need to be backfilled into
this process. And | think we have the directives around meaningful use that have come from this
committee, and we’ve identified the standards that are required to support that. And so there is not a
dependency in people meeting 2011 meaningful use around this process. It’s certainly not. That’s not
the intention, but as we look ahead towards 2013 and 2015 and, quite frankly, beyond that as well, at
some point we need to start making sure that we have that kind of integration that needs to occur. It's
going to take us some time to get to that point, but we have to start now to plan for that.

This is not intended to get in the way of being able to get us to 2011, but we really want to start building
that framework so that, at the end of the day when we start having the need to reuse data collected for
clinical summary to do quality reporting or clinical decision support that there is consistency across all the
standards that we have and that those pieces will work together, and the only way that we can do that is



to start now thinking ahead towards how that might occur. This work and, quite frankly, we’ve got a fairly
accelerated timeline, and we’re making good progress towards this in the NHIN Direct project. Our goal
too is that once we have this initial set of standards and specifications that we can shorten the timeframe
that it takes us to get to the next one because we can reuse the things that are already there, and we're
not constantly starting with a blank sheet of paper, so this is really a long-term objective that we need to
start now, not one that we believe will get in the way of 2011.

Gayle Harrell — Florida — Former State Legislator

| would absolutely agree with starting now. The great concern | have is for providers out there who are
going to be purchasing systems and the backfill, as you call it, that’s going to be necessary and the
increased expense that's going to come with that. Whatever they purchase now is certainly not going to
meet the needs for what you are envisioning. The standards aren’t there yet. The certification isn’t there
for that yet, and not anticipated for the next two, three years out by the time this all eventually happens.
So there’s a great deal of concern out there among the provider community. Do | purchase now? Do |
wait? Where do | go? And | get inundated with questions of that sort.

David Blumenthal — Department of HHS — National Coordinator for Health IT
One more question. | guess, Arthur, you had a question.

Art Davidson - Public Health Informatics at Denver Public Health — Director

Thank you, Doug, for the presentation. | would like to ask, since we're bringing up the idea of the use
cases, how is the output of the work that you’re anticipating with regard to use cases going to be different
or leveraged, the effect that ONC had to work on use cases in the prior administration? How is this
different or what should we expect from this process that might use what had gone on before?

Doug Fridsma — Arizona State — Assoc. Prof. Dept. Biomedical Informatics

| think there’s been a lot of good work that’s gone on in HITSP and some of the other organizations that
are out there. Certainly those standards that have been adopted by the secretary in the interim final rule,
those need to be backfilled into this, as we go forward. We anticipate leveraging as much of that work as
we possibly can. A lot of the early work of this framework is going to be to reuse those things that we
anticipate would be useful going forward in 2013 and 2015. There is going to be some activity to kind of
get that in place.

I'll also add that there’s a lot of work that's gone on in other agencies, so the federal health architecture,
the VA, the DoD all have done work that has been similar in terms of identifying what their core concepts
are, what the data is that they need. There are other public/private partnerships like HITSP that have
been working on some of these activities as well, and part of the goal is to begin integrating those into a
common way of representing our concepts and our services so that there is the ability to leverage work
that’s being done in lots of other places and bring that to the table.

| think the other comment, and then I'll stop and turn it over to the other folks here at the table, and that is
that HITSP produced some very nice implementation specifications, but much of them were kind of Word
documents that had links to other standards, organizations, or that had different specifications, and it was
a challenge to be able to maintain and make sure that they were integrated. HITSP did a good job trying
to do all of those things, but if we want to accelerate the process, and to Gayle’s point, to make sure that
we can be very responsive, we need to shorten the timeframe. And the way that we can shorten the
timeframe is to be able to provide tools and infrastructure that will allow us to do this faster. And so, we'’re
trying to get to that point with all of this and leverage as much as we can, both of the work that's been
done in the past, as well as kind of going forward with other agencies as well.



David Blumenthal — Department of HHS — National Coordinator for Health IT

Let me move us along. | think Gayle and Paul have raised both a very important question that has to do
with timing, synchronization of the capability for exchange and the timeframes around meaningful use.
They’re important questions. One of the reasons | think this committee was relatively modest in its
recommendations around exchange for 2011 and 2012 had to do with its recognition that the work that
Doug is doing and that is going on with NHIN Exchange, the work that the states have been doing are still
incubating.

Therefore, we had to compromise on our aspirations for the first stage of meaningful use. In fact, the first
stage of meaningful use only requires in the NPRM the demonstration of a capability. And that that’s
going to, itself, be something of a lift, but it's a lot less than actually doing exchange in a robust way, and
we’re going to have to try our very best to make sure that within the timeframe people have to have to
reach meaningful use, which is in the NPRM, the last quarter of 2011 or 2012, that solutions are available
if that turns out to be where we end up in the final rule, that solutions are available in a way and in a time
that can be, that certification of those capabilities is possible, and they can be included in the available
records.

| think throughout this journey that we’re on, we’re going to have to be continuously upgrading the
capabilities of the systems that people buy because 2013 is going to be different from 2011, and 2015 is
going to be different from 2013. That’s going to be a 